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The editorial policy of th: 
to record the progress of the 
field of food, drugs and cosmeu 
provide a constructive discussion of it 
according to the highest professional 
standards. The ooo Druc Cosmetic Law 
JOURNAL is the only forum for current dis 
cussion of such law and it renders an im 
portant public service, for it is an invaluable 
means (1) to create a better knowledge and 
understanding of food, drug and cosmeti 
law, (2) to promote its due operason and 
development and thus (3) to effectuate its 
at remedial purposes. In short W hile 


this law receives normal legal, administrative 


and judicial consideration, there remains 


a basic need for its appropriate study as 


a fundamental law of the land; the JouRNAI 


is designed to satisfy that need 
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Food Legislation in Sweden 
By ERNST ABRAMSON, M. D. 


This Address Tracing Development and Progress of Swedish 
Food Law Was Given by Its Eminent Scientific Adminis 
trator During His October-November, 1954 Official Visit 
to the United States as Guest of The Food Law Institute 


Vie first and most agreeable duty 1s to express my deep gratitude 
I to The Food Law Institute for having given me this opportunit 
to visit the United States and to address this learned audiences Phe 


l'nited States of America is in the forefront of food-control | 


and its law of 1906 marks an advance of great my tance 

tional development. There is, of course, a great ditlere é 
ndition na large country, such as America, and a small 

as Swede | fear therefore that what | have to sav ma\ 


practical use to you, but I look upon your invitation 
1D and renerosity vhicl the { ted tate 


tlways shown towards my country 


We find the first traces of ? od leg tie ! ede 
the Middle Ages. In a provincial la of the end of the tl 
century, a penalty was provided “if any man buy butter of 
tis butter on the outside and countert« merc] d ‘ 
King Magnus Erikson’s provincial law of 1350 oO cont é 

( val the lul erat notrtl l and rohil ed the 
meat and mie inder a false denor | | LIsé¢ 
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Dr. Abramson, Director of the National 
Institute of Public Health in Sweden, 
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were taken over in their original form by our penal law and remaine 
in force until 1942. 

Following the industrialization of the country at the end of the 
nineteenth century and the beginning of the twentieth and the attend 
ant growth of trade, the need of more detailed regulations became 
increasingly apparent. At first, the authorities contented themselves 
with issuing special regulations with respect to milk and meat, which 
are the most perishable foods. However, it soon became necessary to 
make regulations for other products as well. It was found desirable 
to cooperate closely with the other Scandinavian countries—first, Den 
mark and Norway and, later, Finland, after she had won her freedom 
In 1923 a scheme was drafted for inter-Nordic food-control legislation 
the four countrie 


which deeply affected the lates development it 


The present Swedish food legislation dates from 1952. Before 


going into any detail, | must mention that some critics consider it in 


many respects neither detailed enough nor strict enough. This criti 


cism is justified, but in theory only, There are some countries whose 


food legislation is so perfect that it cannot be enforced in practice 
In Sweden we have always refrained from making laws which cannot 
be enforced. This undermines the respect of the public for the law 
Sometimes, perhaps, we have been so cautious that our legislation 

in the 


mainly codifies what most good citizens consider right and 
public interest. Perhaps this can also be said about our food legisla 
tion. Its chief aim is to fix the minimum requirements for the quality 
of food products. Such legislation does not, perhaps, look brilliant on 
paper, but it can be applied in practice, and herein lies its great merit 
In this respect our legislation and our general outlook closely resemble 


those of the British 
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The preamble of the Swedish Royal Decree on Foodstufts of 
December 21, 1951 defines “food” as comprising every commodity 


intended for human consumption, which supplies the body with nour 

ishment and is not a medicine within the meaning of the law covering 
medi nes Che statute also applies to sub tances added t » food and 
applies to so-called luxury items and stimulants (such as coffee and 
tea) intended for consumption, and to substitutes and concentrated 
foods, but not to tobacco. One of the chief provisions is that no con 

modity may be sold, or even given away, which may be presumed to 
be harmful or unfit for human consumption. Further, the statute 
and 


contains provisions governing the handling of food, containers 


utensils for food, and the means for its transportati 


Water Problems 


In the manufacture of food, water plays a prominent part. There 


Is a special ordinance controlling the water supply for all towns or 
densely populated districts, but which is also applicab'c in 1 l are 
whe re, for example the water is used for the manufacture ! ds 
large scale, as in breweries and slaughterhous« The purity of sucl 


water is supervised by the local health authority at regular interva 


While on this subject. I should like to sav a few words about anothet 


water problem which is very acute with us just now. Thanks espe 
cially to the intensive researe h ( irried out in the United trate t | 
been proved that fluoridation greatly reduces the freau y of dental 
caries, at least in certain age group We have made far-reaching 
investigation which shows that Swedish water is usualls eT { 1 
in fluoride It is also known that the frequency of cari exceptior 


ally hivh lt a f« w tow! we have started the experi ent of flu T 17 


ing the water, but the authorities are still undecided as to the best 
possibl course It . 7 highly de irable prerequisite tor rue ridat or 
on a large scale that this measure have the moral supp: f the more 


enlightened among the population 


The statute proceed ce) lay dow! reoulat oO} for nren ( here 
food ] h I lled The Cc comprise not on} the place vhere ty ! 
manufactured, prepared or sold, but also catering estal hment It 
1s Interesting to note that the latter category include I ho 
pitals and also such private institutions as factory and office canteen 

"« vn tior ’ Foodstuff of and Agricultural Leg at \ I 
Decem be 21 1951 pub hed n Official Lf rterly published b the Food and 
Gazette No. 824. of Januar 19. 1% Text Ayr ture Or nizatior of the United 


Fe 
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which are becoming more and more common. No such premises may 
be opened to the public until licensed by the local health authority. If 
subsequently, they are not conducted satisfactorily, the license may 
be withdrawn. The only important exception to these regulations is 
that slaughterhouses and large meat-packing plants fall directly under 
the control of the central authority which controls animal foodstutts 


namely, the veterinary surgery administration 


Health Requirements for Food Handlers 


In Sweden, as in many other countries, it has been much deba 


tec 


whether persons employed in handling foodstuffs should be subjected 
to regular medical examinations. The food statute makes n 
sion for this. It 1s, however, prescribed that if such person 
infectious disease or is suspected of being a germ carrier, he 
debarred from engaging in the work. In those cases, the medic: 
tigation is free of charge, but no compensation for loss of worl 
cified, This is determined in each case individually. Only for 
and places where milk is sold is it required that employees 
engaged shall furnish a health certificate. The examination 
repeated at least every other year 

In 1953 a very large number of cases of food poisoning occurred 
in Sweden due to tainted meat which came from a large slaughter 
house and which was distributed over a great part of the country. This 


] 


again brought to the fore the question of making medical inspe 


compulsory, and the matter is now under consideration. The pre 


position appears to be that such inspection Is most eagerly advo 
by people who have not realized how little it actually contributes to 
the increase of safety. Besides the heavy cost of such inspectior 
additional arguments against it are the lack of accessible physiciar 
and the danger of giving an illusion of safety. In the matter of 
sonal hygiene we have more and more steadfastly pursued ano 
course, namely enlightenment and propaganda Here we have ma 
considerable headway through cooperation between the health 
ities and the employers and workers organizations 

Notable among the general regulations is that which gover! 
labeling of food packages. The labels must indicate the nature 
contents; the name of the manufacturer, packer or seller; and the net 
weight of the package. There are some exceptions to this rule, whicl 
however, are not of general interest. The statute further require 


that the presence of artificial sweeteners, such as saccharin, must be 
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indicated. If it is stated that the commodity contains vitamins, mineral 


substances or similar nutritious ingredients, both their nature and 
their content must be declared, except if the case of fresh foods In 
the case of so-called infants’ foods, it is necessary to list all ingredients 

| shall refrain from discussing the detailed regulations governing 
particular foods, except that I would like to point out a peculiarity 
in Swedish food legislation: It very seldom concerns itself with the 
setting-up of standards of identity for particular foodstuffs. What the 
statute primarily regulates is not a particular food product, but it 
common designation. Thus, a commodity may not be called butter 
unless it contains at least 82 per cent butterfat and at most 16 per cent 
vater, and it must also not contain any foreign matter other than con 
mon salt. This means that a commodity which otherwise compli 
with the requirements of the statute, but contains besides butterfat 
vegetable oil, for example, may be sold as food, but not as butter. We 
have found it impractical in our country to formulate, as you-do here 
in America, very precise standards for particular foodstuffs 

\s regards milk, which plays a very great part in Swedish hous 
keeping, we have carried out various measures to ensure its quality 
and purity. Of course, not only must the cows be disease-free, but 
also all milk sold to the public for either human consumption or for 
fodder must be pasteurized and contain 3 per cent butterfat. [excep 
tions to pasteurization are made for milk consumed by those living o1 
farms and special milk for infants and others, which is produced under 


careful supervision of the local health authorities 


Addition of Chemical Substances to Foods 


\n internationally interesting and controversi: ubject 


chemi al additive — te foods whe h comprise ‘ olor 


tives, an id In Sweden, we realize, of 
modern additives are necessary and very importar 
reasons and as preservatives. In the face o 
stream of new substances which appear o 
authorities are chiefly concerned with them 


people’s well-being when used over a long period 
with animals we have learned that substance 
quantities that they cause no symptoms of injury 

f used only for a short time may, after prolonged 
serious injury to health and life. The risk of tumors 


yreat Phe upward trend of disease and death from tumo 
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by statistics is probably due not only to the increase in the average 
length of life of the population, but also to improved methods of 
diagnosis. Experts, however, consider that there has been an actual 
increase. But we do not know its causes. Chemical factors in the 
environment may be one of them. In this field of inquiry we all 

a great debt to the intense and skillful work conducted in the | 
States in the laboratories of the Food and Drug Administration 

has been thrown on many aspects of the problem by the report 
mitted by a special committee to the Eighty-second Congress 


t 


In most countries, legislation takes the view that the addit 
chemical substances is permissible, except where it is expre 
bidden or definitely harmful. However, development pro« 
quickly that the number of new substances is always several 
ahead of the authorities and, therefore, any list of prohibited 
stances becomes outdated as soon as it goes to press. Besides 
is to decide whether a substance is harmful? In the absence 
special legal testing procedure, the burden of making this deci 
falls on the manufacturer. However, the manufacturer seldom has the 
time, funds or facilities to conduct the lengthy and costly examina 
necessary to make an effective test before the commodity ts put on 
market 


Annual Listing of Permissible Additives 


Faced with this experience in Sweden, we took, with great 
uv ny . ast tep of prohibiting 1 | 1prte all het 
tives to foodstuffs. However, since chemicals fulfill an 
function in many cases, an official list of permissible additiy 


annually. Any manufacturer wishing to use a new addi 


apply for a licens If the ingredients are a trade secret 
need not be published It is enough that the health author 
apprised of the details The annual list is drawn up 
the board of trade after consultation with the boa 
veterinary surgery administration and the nation 
health 

This system has worked out quite satisfactorily so far. Of course 
I do not venture to say that prohibited additives do not slip through 
occasionally, This seems inevitable under any form of legislation 
However, I can say that our method of collaborating with the food 
industry has been most satisfactory. When selecting a new chemical 


substance, the food manufacturers feel that they are safeguarded by 


securing the help of the whole staff of food experts, which the author 
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it their disposal 


nce and of tart 


hibited or doy 


By annually 
it to the de velopm« nt of 


100 per 


asarule 

substance on 
ny the chemi ring matter 
colors which 


made an investigation 


We found that there were iD 110 of them 


he market 
somewhat surprised us. since the textboo 
P 


bout 70 of the many thousands o 


sed. We then attempted (the n 
to reduce the number by 
up a 
W het 
for the 
imports her food 
to us from Great 


nd other cout! 


this gives 
l, 


t appears to 


— 
an ofncia 
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opportunity to attempt to solve the whole question of chemical addi 


tives on an international basis 


Exchange of Scientific Information Among Various Countries 


What I have chiefly in mind is a close and direct collaboration 
between the scientific laboratories of the health departments of the 
various countries. For this, new types of procedures must be created 
since the present methods of exchanging scientific information are 
quite inadequate. This is so because the investigations carried out at 
the central health laboratories are seldom published in scientific jour 
nals and, when they are, they are often abridged. One of the reasons 
for this is that in this field the investigations often do not deal with 
purely chemical or strictly defined substances, but with compound 
trade preparations. The investigations do not, therefore, possess the 
general value accruing to purely scientific research. Besides, for lacl 
of time or for some other reason, they are often not pursued far enough 
to attain results of scientific interest, but are concluded as soon as the 
practical goal is reached. Furthermore, the research must in some 
cases remain confidential. The collaboration I have in mind should 
not be limited, however, to the laboratories communicating the results 
of their research to each other. In order to reduce overlapping, save 
costs, and achieve division of labor, it is very important for each gov 
ernment laboratory to know what type of research is being conducted 
at government laboratories in other countries before a new research 


project is started or concluded 


Another closely connected field for collaboration is that of stand 
ardization of research methods. In the matter of food additives this 
is especially important, since it would be made easier for the health 
authorities in one country to confirm the results obtained in the official 
laboratories of another. Finally, such close collaboration would con 
tribute to the introduction of uniform regulations on permissible addi 
tives. It must be strongly emphasized that such collaboration would 
be of importance not only to the competent authorities, but also to 


manufacturers and to international trade 


Question Brought Before World Health Organization 


\ practical way to assure a close collaboration would be to arrange 
meetings at regular intervals between the heads and specialists of the 
leading laboratories. We should further consider the advisability of 
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laboratory's undertaking to act as a kind o 


some 

the distribution of information among the other 

question of international collaboration 

the World Health Organization at the 

countries, but we can hardly assume 

same impo I » this question that 

detail o1 of international co 
complete and satisfac 


of the | 


Following World War IL. the Scandin: 
Nordic Methods Committee. which meet 
in turn These meeti 
ves of the health admi: 


to the uniform appli 


methods approved ry 


Mnguarves and 


Swedish Law of Evidence 


In connection with questions of method, | sha 
one problem whi h has recently been of vreat concern t 
tory workers and jurists in Sweden that of the 
4 facts. First, | must sav a few words abou 
evidence. In Swedish law. the 
and hardly iny difficulty arises in ; | iy then I} 
the special case of suits of libel in printed publications 
court sits without a jury. When laymen are member 
they work with a jurist as judge throughout the hearing 
and they can only influence the decision if the y i practi 
mous. This eliminates the necessity of making the distin 
questions of fact and questions of law, which is so 


\merican practice 


We all know that it ts impossible o have 
of any tact All between the cradle and the coffin 
i proverb. Before a legal decision can be 1 iken 
questions: (1) How great is the probability of the 
high is the degree of probability required for a valid decision 


other words. what probability can in this case be deemed to be 
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tical certainty”? The former question must be answered from the lab 


oratory, the latter by the adjudicating authority 


In his presidential address given in 1937 to the Medico-Legal 
Society, the great British judge, Sir Travers Humphreys, said that the 
assistance offered by science should be received with gratitude but 
used with caution. As one who has lived the greater part of his life 
in a laboratory, I have an inkling that the gratitude of the judges often 
exceeds their caution. They share with most of their fellow citizens 
the modern superstition that scientists are infallible. However, if 
justice is to be ensured, it is vitally important that no man should be 


hanged on the strength of an erroneous evaluation of an analysis 


Margarine Used as Illustration 


Let us illustrate the question by a simple 
must not contain more than 16 per cent wa 
laboratory on analyzing a sample finds that 
Is this an infringement of the food law’? We assume that the 
has been selected in accordance with all tl rule 
Neverthel two samples are never identic: 
further al ume that the analysis has been ( irried out as well 
sible Yet the results of the dupli ate analy ses which are alwa' 
are never precisely the same, even though the difference 
slight. Let another laboratory worker repeat the 
i somewhat different result will be obtained 
the same investigation be made simultaneou 
the discrepancy would probably be even grea 
therefore, uncertain. This being so, how great 


the true figure exceeds the legal limit of 16 per cent’ 


(Juestions of this kind have engaged the 
national institute of public health and the Nordi 
mittee. By making a number of investigations of 
different laboratories, it is possible to compute 
called the experimental error, and also the probability tha 
analysis figure exceeds or falls short of a certain number 
added that if we thus take account of the differences 
laboratories, the error is usually considerably wider than if 
ourselves to the intralaboratory error, that is, that which car 


lated from the differences between duplicate measurements 
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animals, Their economic importance is extraordinarily great 
other hand, we cannot deny that our knowledge of the risks incurred 
in using them is very slight. In order to safeguard the health of the 
population, we considered that we must first ascertain definitely what 
To this end we in Sweden issued in 


substances are used in practice 


1953 a reyulation compelling the producer to register his product 


with the health authorities. He is obliged to furnish a full declaration 
but this need not be Ims¢ ribed on the pac kage (on the basis 0 thi 
declaration, the authorities can prescribe the directions for fety 


required when the goods are sold. Here, too, the Scandinavian ce 
tries cooperate. Registration is the first step. The next and most 
dithcult step is discovery as to whether residues of these substas 


adhere to the food offered for sale to the consumer. Unfortu 


the methods of analysis in this field are far from satisfactory. In n 


cases, therefore, it is impossible to specify in figures the maxit 


adulteration which can be tolerated 


Quality Standards for Foods 


legislation that f 


It is a characteristic of Swedish food 
ards of quality are very seldom issued for food products 
other countries we, for instance, issue no regulations detern 
11 
nN 


bacteria of ditferent kinds may occur in milk or 1 


many 
true that our government laboratories use what we might c: 
tionary norms” in their assessment, but these norms are 

so as to keep pace with new developments. In enforcing food-contro 
provisions, a wide margin must always be left for common nse. M 
the authorities be ever well supplied with this commodity ! 


The responsibility for the application of the food act res 


the government, with the board of health and the veterin: 


administration, The National Institute of Public Health 
country 


Investigatiolr ind research for the 


Cre h or W ited 


orvat «it 
country is divided into 24 province 


by i pre tect appointed by the Crown Hle and his assi 


and a veterinary paid by the state bear the higrhe st rest 


the control of foodstutts in the province ‘J he smallest admint 


unit is the county or municipality. The country contains more thar 


1.000 counties, including muni ipalities These have long enjoved a 





{The End] 
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By MILTON P. DUFFY 


California’s Food 





A’ rHE OUTSET to thank Dean Rob 
AX Charles Wesley Dunn a Mr. Arthur Dickerm: 


invitation to participate in this important conterence 

laws. Because I have devoted over 40 years of my life 

and enforcement of such laws in California, it aftords 

per onal pride and distinct piecasure to have thi 

briefly some historical aspects and the evolutionary grow 


and drug legislation in this state 


Conclusive proof of this changing concept is furnished by 
meeting is symbolic of an important trend of our 
trates how government and industry can meet 
purpose in mind—namely, to improve their “uni 


serve the public more etlective ly 


l cannot commend too highly the ettorts of Mr 
pioneers who have made such forums possible. It 
through such meetings understanding and mutual 


furthet ck veloped tor the benefit of the ultimate cons 


It must be apparent to all thoughtful men that 
be the objective and ultimate goal for all who cont: 


ment of public health 


In order for that partnership to remain virile 


tinue to deserve the trust of the people 


clear definition of terms 
Professor Winslow has ably defined “publy 


20 





—with Some Historical Aspects 


The Chief, Bureau of Food and Drug Inspections, California Department of 
Public Health, Addressed a Conference on Food and Drug Law-——Sponsored 
by the University of Southern California, The Food Law Institute and the 
Women's Division, Los Angeles Chamber of Commerce—May 15, 1954 








Of all basic human needs, food cor 


ingested 7 rected or applied are ubrect to laws 
of food and drug inspections. This broad funct 
facture, produc tion, preparation compounding 


1 
; 


ing, or keeping for ale o these articles 


adulteration, misbranding or false advertisi: 


California's Early Recognition of Importance of Controls 


We in California have much to be thankful f 
climate, beaches and natural resources, Our sta 
record of public-health-minded governors and 
the Nation in recognizing the importance of this 
this connection, I wish to pay just tribute and reco 
sible segments of industry for their cooperation an 
known many leaders in this field during these mar 
vision and of science who, through thei 
highly instrumental in laying the foundation 
ments 

In consequence, we have in California today 
model and uniform laws which stand as a bulw 
of public health and welfare. The importance 

which so profoundly affect the economy, h 


of all our people cannot be overen ph LSI Z¢ d 


Adoption of Uniform Law in 1939 


[ can say in all sincerity that it was the proudest 


Drug 


when, during my presidency of the Food and 


United States, the move was started whicl 

the uniform law by most of the progressive 
for that meeting in Hartford, Connecticut, I had 
ing the uniform law 
favorable recommendation from 

on public health, w: assed unanimously 
signed by Governor ¢ Ison on July 1, 
Foods Act and the California Pure Drug 
ary 1. 1940: with only minor chang 
today—-dedicated to safeguarding the 


efficacy of foods, drugs and devices for 





1849 
drafted 


of foo 
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by Professor Meyer Jafi 


facilities were meager, but their contributior 


legislation and tn original research was enormous 


In 1884, the Association of Official Agricult 
founded: from modest beginnings. they brought ou 
methods of food and drug analyses. Today. the 
Book of Methods furnishes the finest and best-tested 
in the world. Shortly thereafter 7 
Food and Drug Officials was established 
ciations, coupled with the devotion of 


W. Wiley, Dr. | .. Dunlap, Doolittl 


the way for the enactment 


Pure Foods and Pure Drugs Acts 


California did 1 lag on Mar 1907 


approved the Calhltforn 
Act. which remained 
Drug law 
provided for 

health declared 
enforcement, particul 


been in effect for more tha 


\n interesting 
food-inspection deci 
State Departmen 
of purity tor to 
ifter the feder 

tate as the federal 
lhe 
volved indi F colle 
iderable emphasis w: 
public welfare was predominant 
lo illustrate \t the end 


state board of public health as foll 


matter 


is Strychnine 
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Present Acts Effective Since 1940 
\s I have stated, the present pure foods and drugs acts becar 
effective on January 1, 1940, and were incorporated into the California 


Health and Ate ty ( ode as Divisior1 21 Chapters 3 al d 2 respective 


Fundamentally, these laws deal with two primary prop 

(1) Adulteration—anything hich make f 1 or 
holesome or lower ts nutritive or therapeu ur le 
ict terated 

(2) Misbranding food or drug offered under false or 1 ( 
ing claim © it urce, kind, quality or amou mes under tl 
heading of ““misbranded 

It is now necessary for a manufacturer to produce tl 
produc beled p nd hones lve | | 
rder to operate successft ler pre { é 

Phe principal benefit to come from these improved 
encouragement researcl nve dd me ( 
Mw a nfacture under preset vadl +] \ elas 
\ct on truthful adver uf pu pp the 1 
without having f ial | rom | é rat 
other leyvu rd enyineer | ! I | eve 
caution was taken in its preparation 11 ( { 
\nythi hort « , : 
uch a ufacti f 1 

Special 1947 Laws Discussed 

supplementing these | pal statute re st 
laws which are designed to meet specific probler \ ere incor 
porated into the health and fetv code in 1947, and ré It 
istered by the bureau 

I should like to present a thumbnail sketch of thes 

food Sanitation Act (D n 21, Chapter 7) rh 
the basi precepts lor initation I food manutacturing packing of 
wholesaling premises. Though originally passed 1909 ( 


to serve a very important function 
Special sections which have been added from time to time pro 
vide tor licens ng of premises atl d pres ription of methor 


izing secondhand bottles intended for resale, and leensing 


shellers 
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punishable upon conviction by a fine of not less than $10,000, by 


imprisonment in a state prison for not less than one year, or by both 


Olive Oil Act (Dirision 21, ¢ hapt sf Passage of specific legis 
lation to control the illicit sale of imitation olive oil became imperative 
following the discovery of numerous frauds being perpetrated among 


the Latin Americans in our state. It prohibits the manufacture, sale 


offering for sale, or possession of imitation olive oil in the State o 
California, and provides for licensing of establishments packing the 
product under their own labels. It places violation of this law in the 
high-misdemeanor class—providing a fine of not less than $500, in 


pri onment tor a period neoot tao exceed one vyveat aot by th 


Cannery Inspection Act (Division 21, Chapter &) In Califor ‘ 
pride ourselves upon this unique control. The Cannery Inspection 


\ect pro. ides tor the licensing at premises packing nonaci bowen 


hermetically sealed containers and establishes 1 excellent contro 
ystem to ensure proper time and temperature cooks for such product 

Che cannery -inspee tion section 18 a pee alized ectiol of th 
bureau of food and drug inspections, whose primary function ts the 


enforcement of the Cannery Inspection \ct and the tate board-of 
health regulations relative to cannery nd to tood and drug inspec 


tions 


Che act was promulgated in 1925 after a series of 22 botulisn 
poisoning outbreaks between 1919 and 1925, affecting 131 people, cau 
ing 58 deaths and involving commercially canned California product 
The entire canning industry of California Vas mm erious jeopardy 
until the enactment of the Cannery Inspection Act, the start of daily 
cannery inspection and the adoption of regulations governing the heat 


treatment of low-acid canned foods 


lt was through the efforts of the late Robert I. Bently pre sident 
of the California Pac king ( orporation that this svstemati Inspection 


California. Mr. Bently has been considered 


service was developed i 
the father of the Cannery Inspection Act. It was at this time that the 
services of Dr. Karl F. Meyer of the George Williams Hooper Founda 
tion for Medical Research, University of California, were obtained by 
the canning industry to conduct research and to formulate controls 
for the prevention of botulism. Dr Mever ts still actively engaged in 
this work as chief consultant to the California State Department of 


Public Health and is directly in charge of the two laboratories main 
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tained by the Cannery Inspection Section within the University of 


California. one at the medical center at San Francisco, handling tl 


work of fish research, and the other in Berkeley, handling thi ' 
for all of the other products under inspectior The procedure inal 
processes developed by these laboratories over the ] t 3O vears | 
become standard, and have been adopted ind uses throuvhout the 
United States and many other countries 

Cannery inspection has been instrumental in 1 ne the 
and safe ty of ( aliformia canned produc ts to the highest in the | ted 
States. and this fact is generally recognized by the trad research 
institutions and educators throughout the world. T] evidenced 
continuous inquiries from all over the world for information regard 
cannery-inspection work tn Californi Vhe uces of the net 
inspection work has been due in no small part to the wholehearted 
cooperation of the canning tndustry, and in outstanding exampl 
of cooperative effort between industry and government. It ignif 
cant to note that there have been no « utbreaks of botulism in com 
mercially canned California product nee the neep | 
cannery inspection in 1925 

However, for example, since we have about one thousand mile 
of coast line, our fish canneries are scattered fron urel { 
Diego t is necessary for us to provide inspectors at a moment 
notice to supervise canning procedures Add to this the fact that 
there is constant fluctuation and availability of raw material Until 
recently, Monterey was an important center of out recline i! 
requiring our service today, sardine | e ad ppeare frov 
California coast 

In idditiorn to the abo ( icts the bureau | ect le ! ted 
the legislature to enforce the Olive Standardization \ct the 
Products Law, both of vhich are cont ned im the | 


High Percentage of Foods and Drugs Subject to State Control 


It | is been estimate | that less thar (A) per ent 1? ‘ nd dri 
mo ! 1 nterstate commerce are ubrect ft federal t! ‘TI t 
means that more than 40 per cent are aby he ¢ é irisdl 
tion of our laws. In California that become bigy ye yet © are rt 


alone in this work 
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\n important supplement to the Pure 
Drugs Act Division 22 Chapter 1, of the health and 
This is administered jointly with 
Pharmacy 


\ dangerous drug is defined as any drug “unsafe for 


tion.” \ drug may be unsafe for self-medication by 1 
following: (1) if the safety margin between the therapeutix 
the toxic dose is narré (2) if the substance possess« 
ibility to produce insidious dangerou le effe or (3) 
to produce “bacteria fast” conditions 

It becomes obvious from ever brief revic f the 
their provisions that their basic purpose consumer pt 
evident also is the benefit derived by manufacturers thror 
ing high-quality levels for their product ’ 
confidence in its purchase of foo ind dru 

The bureau of food and drug inspectior | conti 
its efforts to assure th the people of the tate of ( for 
dependable upply ray } esome food nd nure , 
th objective. the bureat mtinue to operate in it 
is (1) a regulator) en enforcing food | drue 
tion ubject to its jurisdic n and (2 cr ult ( 
meets with industry to discu nd resolve oblems re 
ing, advertising and product problen ect food 
device [To maintain our objective ¢ for the | he 
reciprocity and cooperati h other rence er 
private 

Federal-State Collaboration 
[ wish at this point to acknowledge, with ere 


the plendid cooperation and ervice whi 


Drug Administration collectivel and ind a h 
us Chi close collaboration has made 1 ble the pres 
of industry through an intelligent program of regulat 
ment 

1] ! to ret ember 1s t} 


The Important thing tor all oO u 
ire instruments designed for a purpose—namely, the prote 


public health. Since these are our instruments o1 








2 
CALI \ {ISTORIK ASPE¢ \GE 3] 
achieved em rgvely on the ' he w , P 
too I under y d ki edgy her | 
which he et | ther 
We should scrupulously work within the limit 5 tones 
or} I ( | e sh | mind the 
enforce ‘ ur mate 1¢ ‘ Ke t! 
bre ( he k of fe ! | ( \r 
ent Phe t ‘ \mer ne er nh 
Genuine Need as Measure of Regulatory Restriction 
rl} t t té ir Amer 
r eT rhe } I ‘ | 
1 | mie 
reedot ( 1 1 
t t ‘ rt ul cle re 
met } t} } 
| 
oe ne , 
Phe ‘ ‘ 
thir ert 
} ep 
furthering th loption of these significant st [The End] 














By L. JACK SWERTFEGER, JR. 


INVESTIGATIONS BEYOND THE SCOPE § O 
FOOD, DRUG, AND COSMETIC @ A 








prs “RE-ENACTMENT"” of the compulsory-inspection provisions 


of the Federal Food, Drug, and Cosmetic Act * apparently limited 
the scope of Section 704* to what has been called “physical inspec 
tion.” However, the investigatory powers of the Food and Drug 


Administration are not confined solely within the limitations of Se« 
tion 704.4 The Act sper ifically recognizes other avenues of investiva 
tion, and the legislative history of the 1938 Act indicates that common 
law criminal procedures were not meant to be precluded by the enact 
ment of the Food, Drug, and Cosmetic Act 

his article will deal with the application of the grand jury tv 


the enforcement of the Food Drug and Cosmetic Act 


Introduction 


In interpreting the Food and Drugs \ct of 1906." the Ly ted 


States Supreme Court recognized that that legislation had not pre 


cluded general grand-jury investigations in the field, saving 
2 Stat 1040 (194R) ' imended l a 5ib) (1946) (5) examinations and 
( On 1 and following (1946) n. estigation 2 Stat 1056 (1938 21 
Pub. I No. 217. 83d Cong Ist Sess USC Sec 372(a) (1946) (6) inspection of 
(At ist 1953), 67 Stat 176 (1953) records of departments of Executive branct 
Vernon Food Drurx ind Cosmeti of government, 52 Stat. 1057 (1938 1 USC 
La 19.3 Lnnual urve of Americar Sec. 372(¢c) (1946) (7) seafood inspections 
Law,’ 29 New York University Law Review 2 Stat. 1059 (1938), 21 USC S« 
101 404 (1954) (1946) 8) inspection of irrier ind re 
‘s2 Stat. 105 (1938 21 US on 374 ceiver shipping record 2 Stat 105 
(146) Other examples of the \dminis 19°R)., 21 USK Sex ‘73 (1946) yy ¢ rY 
tration’s stigator power are (1) ition of imports and export 2 Stat O58 
emir me permit control of foods contam (19 », 21 US se" lia 146 For a 
nated with micro-organisms 2 Stat. 1048 diss on of th predistributior 
(1938), 21 USC Se 444 (1946 2) certif see “Developments in the I he Fed 
eatior irug containing insulin, 55 Stat ‘ Food Dr ind Cosmet Let 67 
aD | 1 USC Se O6ib) (1946) (3) certifi Hiarvard Law Review 63 674-4 54 
cation ¢ ntibiotic drugs 59 Stat 16 . ( wre nal Ke rd 7793-7794 
(1945 imended 21 US Sec ib) (1938 reported n Dunr j te Food 
(Supt 1952 1) suance f me ar Drug, and Coametic Act 899-904 1938 
applications Stat 1092 (1938R) 271 | ( 44 Stat. 7T6R (1906) 











OF SECTION 704 OF THE FEDERAL 


ACT: THE GRAND JURY 





Discussing Instances of Suspected Violations of the Act, This 1953 
1954 Fellow in FLI's Graduate Program at New York University Warns 


That Indiscriminate Use of the Grand Jury Might Easily Disrupt Industry's 
and Drug Administration 


Cooperative Attitude Toward the Food 
1 tatute « tams 1 expre it ‘ 
tlhe ‘ le ict 1 rm the eneral | ‘ ' 1 i ire | 
t e and t presentment make ft all ma 
it i kt 
ere ertal I pre mipt that a i i 
} 1 , ve j ’ at TT j ; 
” evidence nad halt im the ‘ ‘ 
‘ ict ! t ye artl t t | alt | t ‘ t i 
‘ a clear and ambi ‘ ‘ ' ‘ | 
Far trom excludins he grand ju in « reement metl 
the legislative history of the 1938 Act affirmative | es tl 
us¢ COT tem] ted | i wer ft pure 7 | ‘ ’ 
ini ere ré here | ‘ t i 40%) { re ! ‘ | } 
\et put ring the Departmet { ‘ 4 , 
jury hey proceed whenever they like 
Since grand-jur est thor ere { ‘ 
thy 1U | nee the ‘ e I ‘ , 
ite t} i ch proc ure contemp tec ‘ 
Vd u | bye ‘ t| ‘ pe! eT ( 
| 1 ( ( ! if it ‘ | | 
t ; é “a / 
"ny 
ef 
‘ ! g ‘ 
S| . 
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vill be lHlowever 1 tuatior inv ny susp ed ( 
violations or area cle olations, and in cert nd lua 
wrand 11 we ld a e te, he , pract ] 7, r , wy r 
ra 1! uid app if ) ‘ pr: Ca Tr! 
ituatior nvolving Durham-Humphrey oO the 
tration has recognized that prescription files at eyond tl 
the compulsorv-in pection pre or ot Sect (4 \ 
out erie I Tre t ( ucl tii ire Ve t} thy 
yrand-jury ubpoet 1 powe! When the =} pping re ” 
manul irer of holesales untar mace 
per iT nad ate nat ordi ite qua ty pl Cl ‘ 
be | | pped ter cone drt rorist rm to on iTé e 1 r ee ‘ 
mivgh ‘ be the n t efficient enforcement procedure 
mav be iid with revard to ferreting out some type 
Tha ed the 1 nul tur r proc of ; ' 
t ) ron et} the vrand-tur nwu< ‘ , 
ty ohyt ’ fact ' ter i too thie promulivat ré u 
P . 
Nature and Scope of Grand-Jury Investigations 
| rT ind lf mbhed led ! the \y 
}» ( pro ed 1 I \ the itt \1 encame ‘ 
to by the upreme Court reat histori t ‘ 
into crimina yrongdoing t 1 i' be moanelec 
{ f “AN | 
court t such time is the public interest re ‘ 
the ramut of all crime ered by tedet tute 
nvestivats ul pected or lleved crimut ‘ { f letert 
or t true | hould us \ ppend ‘ f 
65 648 (1951 | vor ib j 
( p j 
4(* nm ner Crawford r Dey t f } 
ment of Healtt Educatior nd Welfare Procedure 
release f t ndicated t} ae , 
attitude f the Food and Dr dmir . 19 
tratior Hale , CCH 
lodern p tion and distribution are tio Report \ \ 
carried t ree ‘ tent thre } the | <4 13 wv i be 
mediun if vritten nstructior nad re f t ffer th = 
ora i if siat ‘ I tor ndicates ‘ meti« t r 
Cor re did I t ntend to r l¢ pre tm prose ter b , y t 
ptior thle or ila files ompl t (a f the Fs R 
filles ind personne les thin the s pe Proced ‘ ‘ ener | 
of required napect ns FDA nterpret pr ‘ te b r t 
this t mean t it nspectior of the yd offense nder he } ip 
records will be or oluntary b a et , pul by , 
CCH Food Dr Cosmet Law Report for! re th r ‘ r 
* 6615.42.) b ndictment te to bd 
United States Const tlor rand Rule >) ‘ ee Mel} . 
jury innot invest te offe es tT he Penalt Pr sior f 
can a federal grand jury invest ‘ Food Dr d ¢ sme 
tions of state aws Claiborne 7 Drua mie [ar urna 
F’. (2d) 682, 690 (CCA-8, 1935) «t , 











Footnote continued on next page 
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courts have so extended the scope ol information 
jury subpoena that little may be considered 


crutiny 


the Act, what papers 
from the reach of the subpoena 
do business papers become 
stigation that the Food 


legally request the grand jury to subpoena then 


The Fourth Amendment * affords 

earch and seizure by use of a su 

to comply with the requirements that its b 
and i the information sought be reasol 
ul inquiry.*”) As has been pointed out 


ablene in the matter of a subpoena du 


/ 
mined by the number of documents c: 


avvrevate of then mas | urthe rmaore 
1) 1} 


manutacturer wi tye 


dence” does not present 

juries’ subpoena power 

distribution and 

within the scope ot a yrand jury inve gation Phe broadne 


yrand-jury subpoena, in volume of records demanded and 


(Footnote continued from preceding page) 


knowledge and discover’ (Pp. 279-280 of 
Blair opinion.) The Court later in the 
opinior said that it is lear re 
nized that the giving of testimor 
ittendance upon court or grand jury i 
order to testify are public duties which 
every person vithin the jurisdiction 
the government is bound fo perfor 
(P. 2 (Italics supplied 

See footnote ; 2. below 

United States Constitution 

In Oklahoma Press Publishing Com 
pany t Walling, : ;. 186, 208 (1946 
the Court said that t Fourt! [Amend 
ment] f applicable f the most guards 
igainst abuse only b way of too muct 
ndetfinitenes or breadth im the thing ing 


required to be particular described ter ‘ t pD sh) 


’ vr 
(Italics supplied.) In Hale * that the Departmen 


Hienkel, cited at footnote 17, : » 73. the prior ter ears 

irt stated “we it quite gated the corporation's records 
lear that the search and izu clause ndicative of innocence Jud ge 
of the Fourth Amendment was not in ertheless held that the subpoer 
tended to interfere with the power of i search of flie 
‘“urts to compel, through a subpoena duces was not unreasonable 





Fooetaete continued on next page? 








Application to Enforcement of Act 


( 
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\ suspicion that a druggist is selling proscribed drugs without 


prescription might arise in several ways, including (1) complaints 
from relatives of users, (2) complaints from competitors or (3) intor 
mation gathered from the shipping records of wholesalers or manu 
facturers indicating that an inordinate amount of proscribed drugs had 
been shipped to one individual. The Administration's inspectors 
would normally develop their lead by attempting to purchase over 
period of several weeks a number of drugs without prescriptions 
If this procedure is unsuccessful, inspectors would probably identify 
themselves and ask permission to inspect the drugyist’s preseriptior 
files, stock records and invoices In the event the suspect refuse 
permission to make the inspection, the Administration’s endeavor 
may be completely stymied. However, if there is sufficient « 
indicating that the druggist 1s a serious violator the \dmiunistrat 
may determine that the situation demands further investigati 
Since the statutory pattern of inspection has failed to produce at 
determinative facts, the grand jury might well be considered the 


means of entorcement 


\fter being stymied, the normal procedure for institut 
tions would probably still be followed, and the Administration 
submit a report and file on the case to the Admunistrative 
ment Section in the Criminal Division of the Department 
requesting grand-jury action." The section, after making 
sal of the facts, would either approve o1 disapprove the 


of the investigation \ssuming that the Administrative 


y 
ment Section approves the case, the Food and Drug Administr: 
would next request the United States Attorney in the appropriat 
district to present the fact to the vl ind jury if im sesso 
presentment would probably result m a subpoena’s bet 

the grand jury directing the presence of the druggist and 


tion of his prescription files and Invoice and ston k records 


Interview with Food and Drug Ad 
ministration official New York City 
\pr 1954 

ration is hypothetica of the 
rite Levens not follow the present 
Administration practice rhe practice 
to drop the entire investigatior vhen he 
nspectors cannot make purchases without 
prescription or obtain refills without 
suthorizatior of i physiciar However 
where ifficient illegal purchases have 
been made the inspectors make their 
identity known, issue a notice of inspection 


‘ 


and proceed ith the collection of officia 
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It would scem that the same 
quent and minor violators 
hold otherwise is to give greater consti 


crit nals than to the occasional violator 


I 


Was pointed out 

yppoenaed records 

modify Whether nay claim that the 
records to the grand jury will self-incriminati 
Until recently, it seemed clear that such records 
by subpoena, for to reveal them might be self 
the que tion seems to be w he ther the court 
that is, prescription files, invoices and 
vate documents or whether the: 
required by law to be k or which are 
are found to be Vi ords. thev are 
cop howe, if they are found to be 
ire no longer privileged and may be 


iminating 


It hould bye noted al the 
require that oral] prescription and oral 
be reduced to writing and f 
reasonable to presume that they are 
law’ and amenable to process. Further 


prescription file 


court may determine th; ords required to 


ire rie } \ { i it al rroceedings 


( « ited t footnote 16 


i 
Weel i i 2 I Ss 
HRouwd 1% cited at footne 
verthorne Lumbe Company t 
I S 3a5 (1921 
Case cited at otnote 67 
footnote 24 0 pinion Ir 
nz for the u ited I 
dos not attach to the book 
organization whether or 
question are required 
considered 1 Shapiro 
IOPA rero 
footnote 
es | 
ha pire 
Porter 1% Wueller 
1916) Davi 
‘ Davis vork 
Seetior ih) 
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In practice this discrepancy might be expected to subject organiza 
tional business to considerably more severe criminal sanctions thar 


those applied to individual businesses. This discrimination may 


jeopardize uniformity of enforcement where the grand jury is used t 


make investigations under the Food, Drug, and Cosmetic Act 


| 


If an investigation of suspected area or group 
were undertaken,” it might well be that the courts 
view that all business records are “semipubli 
nonprivileged even though incriminating of botl 
porate druggists.” Thus, a “functional busine 
reduce the application of the Fourth and Fiftl 
of individual businessmen to the status of corporate 
It is not a remote possibility that the courts might tre 
in the group-wide investigation alike rather than make fin 
to hold individual suspects immune from th 
vrand jury, and corporate suspects amenable to 
dealt with the merger of identity of individual 
ness records” all stem from pecific statutory 
ministrative subpoena power.” Ot course the o1 
statutes clearly indicated that “business records 
inspection so that the Administrator could enforce the 
ofa Congressional requirement that records be 
of most provisions of the Food, Drug, and Cosme 
sidered important. However, it should be remembered 
jury s inquiry into the violatio i statute 
methods of enfor ement prov ided that statute 
investigations of violations of the-Food. Drug in 
limited only where its subpoenas require the 
purely irrelevant from the standpoint of the 
poses Certainly, the tutionally authors 
pocna power: at least ; Vv i those that 

For example, an investigatio 
broiler industry of north Georgia, or 
Shenandoah Valley Also, for exan 
certain parts of the drug industry are cen 
tralized within New Jersey and New York 
Thess are used only is 6«6Nlllustrations o 
instance where a grand ury might b 
used eflicientiv by the Administration 
“ The dissenting opinions in Shapiro 


! NS cited at footnote 67, pp. 36-71 of 
opinion, indicate this danger 


Concerning records required to be kept 
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as there are statutory methods for promulga 
Food, Drug, and Cosmetic Act.” the ery o 
procedure might validly be raised against 
grand jury were used to make “fishing © 


for making regulations Although the Administratior 


use the grand jury to obtain facts for the promulga 
| 


it appears that practical considerations shoul 


regulatory tasks except in unusual situations 


‘.1 
+} 
tl 


ton tor the prote tion ot the publi hea 


of sulfanilamide” calamity 


Conclusion 
the use of the grand jury, as by the use o 
ically countenanced by the Act there 
of jeopardizing the real contributions to preventit 
achieved through cooperation of the Admit 
industric It is submi that the Food 


hould not pursue a cour yrand-jury 

highly commendable e avor to eliminate fro 
unscrupulous “ ge operators’ who would en 
’ 


lives of the public for a quick profit. It is be 
tion wit ontinue to exercise the same devre¢ oft sel 


commendable enforcement practices Ovet * 1» r 


[The End] 


© SHELBEY T. GREY SUCCEEDS ROBERT S. ROE * 


| forme I 


(Footnote continued from preceding pace) 
ind dealers ind wh a course vO i r 
doubted provoke 
les lation by Congres 

Godin The Impact of the 
trative Procedure Act on the Administra 
tlon of the Federal Food Drug ind 
Cosmetic Act 2 Food Drug Coametic Lau 
Quarterly 139. 145-146 (June 1947) 

= [ S. 1 Vorton Salt Company 
at footnote 841, at pp. 651-654 See Dunn 
work ted at footnote 48, at p. 7o 
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It should be remembered, in this connects 
sions of Section 1404(a) of Title 28 
seizure actions under Section 304 
Cosmet \ct This is due to the fact that 


that the article may be condemned 


States within the jurisdiction of which the article 1s 


courts interpret this to mean that the article may 
in such district. In reply to an attempt to apply 


such a seizure, Judge Parker of the Fourth Circuit 


brought 


the court 


Mia) Any art of food 

is idulterated or misbranded vher 
ntroduced nt or while n interstate 
ommerce o hile held for sale sha 
be liable to be proceeded against wi ‘ 
interstate ommerce, or at any time there 
ifter on libel of information ind con 
demned in ar district court of the United 
State wit 1 the jurisdiction of which the 
irticle | found (21 USC Se 
b34(a) €1952).) 

Clinton Foods, inc. v. U. 8., CCH FOOD 
DRUG COSMETIC LAW REPORTS ° 7200 
Iss F (2d) 289 (CA-4 1951) See also 
Fettia Canning Company v. Steckler, CCH 
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In an action to recover tor injur 
i prescription the defendant tool 
to take the deposition 


The purpose stated 
lhe physi 


taminated drug i 
of making a motion ot pla 


on behalf of the plaintift 
‘further delayed 


i witness 
not he 
the 


the trial would 
military service and subject to assignment outside 


Che court denied the motion, saving 


under $1O3(ec) and 


\ct \n article of tood 
vith a charge orn 
and was repre sented 


imitation 


ind Cosmet 
was seized 


Spaghetti 
1O3(@). as it purported to be macaroni 
product, spaghetti, and failed to meet the standard of i that 
product Phe apposite standard limits maximum pro 
13 per cent by weight that the 
o standard of identity has been set 


Claimant maintain 
that the 


i? d 


vhi h I 
rate identity of its own 


label 


claimant 
“20 protein 
diameter at 
Zt shape 


if spaghe tti 


and by 


e& various deci 
ind /mitation 
market p! 


dardized prod 


mpany, Ct 


PORTS 


AW RI 
(1954 
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lifferent 


“spaghetti It looks like spaghetti 


This last quotation indicates that the court believe 
classifications are possible under Section 403(c) and 
(1) standardized foods, (2) imitations and (3) 
pendent foods with a separate identity. The general 
erning the first two categories are set out pretty well 
Oats and /mitation Jam decisions. But no decision has 
the metes and bounds for the third group. I suppose 
would fit in this third category. The rub will be to find : 
or a variation on an old product which w 


purpose 


Legislation 


Codification of Title 21.—President Eisenhow 
to codify the federal food, drug and cosmetic la 
passed by the recent Congress, was based not on 
tion is undesirable, but rather on the fact that the 
was used as an opportunity to change the law 
These changes were not fully debated and were matters 
there was much controversy. This is sound ground for a 
the worst kind of legislative practice to work controvers 
into a codification Matters on which there is no disagree 
well be settled at such time, but controversial mattet 
handled in the usual way, that is, by an independent | 


have full debate and hearings 


It may be noted that one law publisher (not CCH 
circulated notice that the bill had been signed and 


of course, Was error 


Narcotic Law Changes An act of the recent Congre 
the narcotic laws to permit the filling of oral prescriptions 
narcotic drugs.'” ‘These are drugs which are found, in 


manner, to possess relatively little or no addiction lability 


Opel 7)" 


be pointed out that such drugs are to be chosen by the proy 


mental agency, not by the druggist or doctor, and thus that the d 


lo T 


is not opened in this respect. The sections affected in the Internal Reve 


“Pub. L. 729, 834 Cong., 2d Sess. (Au 
gust 31, 1954) 
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I he rece! 
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quarters, is causing alarm. The complaint alleged false advertising 
The government's experts testified the product was worthless; the 
respondent's that it had value. Upholding the hearing examiner, the 
Commission dismissed the complaint (without prejudice in reopening 


by FTC). In the face of strong government testimony, the Commis 


sion held that “the greater weight of the evidence” does not support 


conclusions that the product has no value. One of the controversi 
features of the opinion is the acceptance of evidence (favoring the 
respondent) of a change in dosage on the label after the complaint had 
been filed. The dismissal is based on the finding that this new dosage 
was not “proved” to be worthless. 

What this portends for the future in such cases is a question 
especially as to the burden of proof on the government. My guess is 
that the ruling does not indicate any radical change in the Commis 
sion’s thinking, but rather that it resulted from the fact that the 
examiner and the Commission believed the respondent's witnesses 
over those of the government, and then used loose language in saving 


so. But time will tell 





GEORGIA SUPREME COURT APPLIES OLD RULING 
TO NEW ACT 


The Georgia Fair Trade Act of 1953, as applied to persons whe 
have not signed a fair-trade contract, has been held unconstitutional 
by the state supreme court in Cox et al. v. General Llectric Compas 
decided January 10, 1955. The act, found by the court to be a price 
fixing statute, was held to violate the due-process clause of the 
Constitution It held that the state legislature c: 
fixing without violating the aforementioned clau 
business or property is affected with a public inte: 
the suit was not so affected Furthermore, the 
of seller and purchaser to contract and agree upor 
right protected by the due process clause; the 
authority to abridge that right 

Less than two vears ago, the 1937 Georgia Fair Trade Act 
held unconstitutional by the court, one ground being that the act 
violated the due process clause The court, in the present case, held 
that ruling applicable to the 1953 act.—Reported in CCH Trane Rect 
LATION Reports, No. 13 (Extra Edition), January 19, 1955, 4 67,934 








Legislative Changes 


and Developments 


Canadian Law and Comment 


By R. E. Curran, Q. C 


Federal Legislation 


Consolidation of KRequlations As has bee pointed out tron 
to time, the Canadian legislative system relies heavily on deleg 
legislation or, as it is more commonly called, “regulation 
by the Governor in Council to give administrative flexibility 
statutes. Such regulations are under constant review and, « 
quently, a great number have been amended since they were 
enacted. By way of illustration, the regulations under the nev 
and Drugs Act which came into force on July 1, 1954, have sine 
date undergone three separate amending order each involy 


number of the regulations 


Because of the number of amendments that have been made t 
the federal regulations, it was decided by the government that as o 
December 31, 1954, all regulations enacted under federal legislation 
should be brought up to date and published in consolidated form a 


soon as possibl 


e in 1955. There will thus be available, early in 19 
in book form all federal regulations that were in force at the end 
1954. This will provide a convenient source of reference to all 
regulations, but because of their purpose in providing some fle 

to the statute under which they are made, it will always be necessar’ 
to ensure that a particular regulation has not been amended ubse 


quent to December 31, 1954 
kood and Drug Kequ'ations \s mentioned in describing the pus 


pose of the consolidation, the regulations made under the Food and 


Drug Act which were the subject of detailed discussion in the last 


53 
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article have since undergone a number of minor amendmer 


regulation 


hed ad tt) 


from the off ial consolidation of all federal 
ment of National Health and Welfare has pub 
of the Food and Drugs Act with the regulations thereur 


incorporated therein the various amendment 


up to the end of 1954. This will be available to 


have s« parate trom the official consolidation the 


and the regulations thereundet 


Opium and Narcotic Drug Requlations 


Jor KRNAL reterence Was made to amendmet t { p um 


cotic Drug Act and to their implementation by sequent regul 
The amendments to the ¢ Jpium and Narco 


force in June of 1954 and in accordance with th 


new regulations were prepared under that act 
into force on September 15, 1954, and replaced 


were in force prior to that date 


| 
ms doe 


rhe subject of narcotic-drug regulati 


the widespread interest that regulations under 


\ct would have. Because, however, of the in« 


is being given to the whole subject of narcoti 


medical, as well as enforcement, authorities 


make some detailed explanation of the re 
\part, of course, from the subject's 
direct effect upon phar 


torce 
the regulations do have very 


facturers and retail druggists who are concerned with the re: 
of the law as affecting products which they manufacture 
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relaxed in the new regulations. This is done by defining an oral-pre 
scription narcotic product and by providing that it may be dispensed 
upon the verbal order of a physician. By way of interest, an oral 
prescription narcotic product is a product consisting of a narcotic drug 
in combination with two or more medicinal ingredients other than 
narcotic drugs, in a recognized therapeutic dose and not intended for 


parenteral administration 


The regulations outline the records to be kept by the pharmacist 
of oral-prescription narcotic products which he dispenses, as well as 
narcotic drugs which are dispensed upon a written prescription. Sucl 
information must be kept for a period of two years and is open to 
audit or inspection by officials of the Division of Narcotic Control at 


any time 


\part from this important change in the regulations, they have 
been wholly revised with some streamlining for purposes of clarifica 
tion. The portions which deal with manufacturers, distributors, retail 
druggists and hospitals are separated and so grouped that all of the 
requirements as they respectively pertain to any of the designate 


classes of distributors can be conveniently consulted 


The changes which have respectively been made involve mainly 
the kind of records to be kept in order to permit of convenient auditing 
or accounting, and the addition, in the case of manufacturers and di 
tributors of narcotic products, of certain labeling requirements 


There is a further important change in the regul itions in makings 


provision for the minister's requiring special records to be kept by 
physician, dentist or veterinary surgeon, where, in his opinior 
administration of the act makes it incumbent to do so. This authori 
of course, 1s one that would not be of widespread application 
would be used wherever the quantities of nareotic drugs employed 
a professional person in his practice are such as to require some speci 


explanation and the keeping of appropriate records thereof 


Even though narcotic drugs or products containing narcotic drug 
may not be sold to the general public except upon a prescription 
proposals were from time to time made that the advertisement to th 
general public of such preparations should be permitted. Ther« 
prohibition in the former regulations with respect to this but it was 


pointed out that as a matter of policy it was felt that such advertisements 
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would not be in accordance with the spirit or the purpose of the 
lation, In order to clarify this position 


such 
‘gwulation . 


spe nie ally prohibited by the re 
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yaskatchewan Pharmacy Act 


“drug” means any substance 


art bv synthetic proces and either 


I 


substance | defin on and compet 


Pharmacopoeia or ¢ pharmacop« 


Health and Welfare ror an da or m 
appre 


ved and accepte: ry he Mini 
d and Drug 

“drug” includes 
presented tor us 

(1) the diagnosis 
abnormal physical 

(u) restoring, 

(int) 
kept, or I ce ols vermin 

It will be seen that while the purpose of the definition 
be the same, as it must pertain to the same general subject 
definitions are so widely different that they could rel 
different things. Apart from this difference, ther 
that hould be noted It will be seen that the at finition mal 
to certain publications approved by the Minister of Nati 
and Welfare. It is not quite understood why the definit 
contain this requirement because the Minister of National 
Welfare does not direc tly approve any pharmae opoelas 
works for drugs. Technically, therefore, a drug under tl 
would be confined to a substance found in the British Phari 
in the Canadian Formulary, because there are no other pul 
\ ‘ 


which have been directly approved by the Minister of Na 


and Welfare 


It is, of course, open to argument as to whether Schedul 
Food and Drugs Act, which lists a number of publication 
various pharmacopoeias, does not constitute the approval 
ster of National Health and Welfare, as he is the min 
Crown responsible for the administration of the Food 
On this basis it could be urged that no publication 
in the schedule unless it had been approved by him and, therefore 
list refers to publications that have had his approval ri 
circuitous argument would seem to be a rather indirect 
what is a direct requirement in the definition, If it is not a 


ment, then there are left in doubt a great many substances 
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ments are, however, dealt with in a variety of ays in provincial 
pharmacy acts. The Saskatchewan act, being completely rewritten 
and in force only since last July, is the most recent revision of pro 
vincial legislation in this field. A discussion of certain of its require 


ments as regards prescriptions will accordingly serve to illustrate hoy 


the subject may be dealt with provincially and apart from federal 


requirements and references to the Ontario Pharmacy Act, will alse 


be useful in this connection 


The Saskatchewan act contains schedules listing various drug 
(ne of these schedules lists drugs which are also listed in the schedul 
to the Opium and Narcotic Drug Act and another schedule lists drug 
which are listed in Schedule F to the Food and Drugs Act. ‘These 
schedules are, however, not identical with their federal counterpart 
More will be said on the question of schedules towards the conclustor 


of this article 


Whereas the regulations under the Opium and Narcotic Dru 
\ct permit of oral prescriptions for certain products, Section 45 of the 
Saskatchewan act expressly prohibits the sale of any narcotic except 
upon a written prescription. The Saskatchewan act contains in almost 
identical language the exception which ts set forth in Section & of the 
federal act respecting medicated preparations containing not mort 
than one-eighth grain of codeine per dose and 1s to that extent 1 
harmony with the federal act. Otherwise, there is between the tw: 
in the matter of oral prescriptions a conflict which is bound to be 
source of difficulty, or at least of confusion, to pharmacists and to medi 
cal and other practitioners as to whether an oral prescription can of 
cannot be recognized 

Che Ontario act, however, makes no reference to narcotic drug 
way of schedule or otherwise. T’resumably it was intended in 
legislation that narcotic drugs would be wholly dealt with under 
eral law. In the absence, however, of any specific reference to nar 
drugs to exempt them from the operation of the provincial act 
point is perhaps arguable 

Turning next to other than narcotic drugs requiring a pres 
tion, Section 45 of the Saskatchewan act includes a provision which 1 
more or less identical with Regulation C.01.041 of the food and drug 
regulations, which deals with the sale of prescription drugs under 


the federal act. The purpose and value of repetition in a proving ial 
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comparable but which are not identical must inevitably give rise t 
difficulty. A drug which under federal law is not required to be sold on 
a prescription might in one province require a prescription but in an 
other province not require one. Conversely, a drug which under federal 
law requires a prescription might not under a provincial act be subject 
to this requirement 

Other differences in the various statutes could be pointed out but 
enough has perhaps been said to stress the importance and the value 
of uniformity as between legislative requirements. It is difficult to 
explain differences which apparently do not add to the protection o 
the public health but which may often succeed in providing a pitfall for 
the pharmacist or the practitioner who has not fully appreciated the 
nature of the differences in the Various legislative requirements to 


which he is subject 


REPORTS TO THE READER—Continued from page 4 


I iS a petition | Anchor Serur petit lire 
Compal i porati t eview and t thet 4 
et aside a cease and desist order issued competition with all produce ense 
Februa 16 1954 } thie Federal that the i ete ‘ 1 
l rade { 1 I { ‘ ! ict ) msi ‘ ma 
direct t only at the cory ite pet ne 
t ! il ‘ made i part 
t thie Hipia t, but a it it ( { ‘ ‘ 
agent esentative and emy é ' , : ' , . \ 
Seru { I i i 
| « are thit tw na ct ‘ ! e ¢ i ‘ \ 
who produce, sell and distribute serut a 1943 andl ! 
and viru m the same trade area as ! 
wae nd w are | . petit i thie 
ith petitioner cust ers wl t the use hb arti 
ell ‘ ud product Al] K part of the w \ 
manufacture ire known in the track the name " ‘ 
is eit i r ‘vet’ pr lucers Ssuct other torm of |} ‘ 
character ation being determmed | pr ! \\ ! c¢ | t T 
ancl deseriptive of the ty; t tom part, the parti © st ly 
er t hom they ell Cot the to purchase the t 
thirty-two manutacturers of such pros part, all their requirement 
ucts twent thre iré vet and 4 ‘ uct nanutactured 
are lay’ | duce Petition ta by the part ef t i 
within the latter cateworyvy and is the It 1947 netit ner entet 
| , 


irgest producer of that group. While tracts with the Ili Farn irea 
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closed to producer other thar petitioner 


by reason of the latter’s ‘requirements’ 


contracts 


“It would require a naive mind to 


conclude, as petitioner would have us 
do, that the avreements undet con 


sideration could result in other than an 


adverse effect upon competition. Sup 
pose lor mstance, that a salesman tor 
any of petitioner's competitors should 
attempt to sell to or to obtain an order 
for sale trom any of petitioner's cor 

tract holders Such an attempt would 


be barren of results because of the 
customer's obligation to petitioner, and 
thi would be true evel t! rl thie 


salesman offered a superior product on 


more tavorable terms It thus appears 
plain that the product handled by 
petitioner's exclusive contract holders 


ire removed trom the competitive area 


‘We are not unsympathetic to the 
suggestion that the section under con 
sideration is capable of producing har 
results and it is more than possible 
that the situation before us is a fais 
example If such he the case, however 
it is the legislative and not the judicial 
branch of the government from whi 


rehet should be sought 


Libel Proceedings—Admiralty Pro- 
cedure.— In Dainty-Maid, Inc. v. U. S., 
decided November 19, 1954, by the United 
States Court of Appeal tor the Sixt 


| 
Circuit it Vas held that the require 


ment im the Federal Food. Dre and 


Cosmet Act that the procedure in 
libel proceedit shall contorn i 
near! is ma bye t the proce lure | 
admuralt simply aut rizes the se 

ure t adulterated misbranded 
articles by process mn" rem \ libel 
proceeding is then given the characte 


ot a law action, with trial by jury if 
demat led, and with the review already 
obtaining in actions at law. An appeal 


trom an order denying a motion t 


dismiss libel proceedings is not gov 


erned by principles of appellate juris 





diction in admiuralt suc " : 
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not final w nature und it does t 
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(trom the de« ! f the [ ted States 
District Court for the Easter , 
of Michigan. Southern Divis - 
rantec 


Criminal Action—Pleas of Nolo Con 





tendere.— The United Stat District 
(ourt tor the Northern District f 
Oh W estert 1) . a / 
Toledo Milk Distributor f ie 
a filed N« ember 1) 1954 al a 
motion by The Page Da ( 
a corporat Hes A. Pag | , 
Louis L. Becker f leave t , 
their several plea l . s i 
criminal anitit st ict ’ i ] ‘ 
in Ihe thereol pleas i? niev ; 
The court overruled the requ 
vin I the | t t take | 
the Government and | ort P 
defendants, togeth he 
KI wledwe | the part ; ‘ ( 
7 any t the « ‘ ce | ' t 
indictment is ¢ nded The 
ment stated that thre rease s ¢ thre 
Department ! ustice rel il ‘ 
sent to acceptance ! i plea ’ 

niendere re led thr tact ‘ it ‘ 
imdictment charged price 
ticularly vita ‘ mit clitve ‘ 
stated that defer anit id’ attes ‘ 
Nave the miciictine t a ' ed 
suthicien of evidence ind , 
charge ot muishe i thie , ; 
yoverniment « el 
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